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3Xorrmjunication(s) filed on _ 




the merits is closed in 



□ Since this applicatiohiis.in condition for allowance except for formal matters, prosecution as to 
accordance with thefpractice under Br parte Quayte, 1935 D.C. 11; 453 O.G. 213. 

A shortened -statai^jp^bd for response to this action is set to expire -3 month(s), or thirty days, 

whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause 
the application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 37 CFR 
1.136(a). 

Disposition of Claims . 

B^a^s)^ _i ■_ : l-^C? . ■ is/are pending in the application. 

Of the above, claim(s) : ; __j . " . js/are withdrawn from consideration. 

D Claim(s)____^_ : • ■ is/are allowed. 

' ' h(7 = 1 , is/are rejected. 

D Claim(s)_. . ■ is/are objected to. 

^ c,aims — : ' ' ; " are subject to restriction or election requirement 



□. See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) fi|ed on _ ; - - is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.G. § 119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) 

□ received in this national stage application from the International Bureau (PCT Rule 175(a)). 

'Certified copies not received: ; ■ . 

□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 
Attachments) 

.□ Notice of Reference Cited, PTO-892 

□ Information Disclosure Statement(s). PTO-1 449. Paper NofsV 

□ Interview Summary, PTO-4 13 . 
.□ Notice of Draftsperson's Patent Drawing Review, PTO-948 ' 

□ Notice of Informal Patent Application, PTO-1 52 — i.--; _ 
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The Art Unit location of your application in the PTO has changed. To aid in correlating any papers 
for this application, all further correspondence regarding this application should be directed to Group Art 
Unit 1819. 

The preliminary amendment filed May 24, 1996 has been entered. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 

^.W C | aim 6 j s rejected under 35 U.S.C. § 1 12, first and second paragraphs, as the claimed invention 
is not described in such full, clear, concise and exact terms as to enable any person skilled in the art to 
make and use the same, and for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The vector "pML" is not defined in the specification or the claim. The "how to make" requirement 
of § 1 12, first paragraph, can be satisfied for a DNA molecule by disclosing the nucleotide sequence or by 
a deposit as set forth in 37 CFR 1.801-1.809. The nucleotide sequence of pML has not been disclosed, 
therefore a deposit is required. If the deposit is made under the terms of the Budapest Treaty, then an 
affidavit or declaration by Applicant, or a statement by an attorney of record over his or her signature and 
registration number, stating that the specific plasmid has been deposited under the Budapest Treaty and 
that it will be irrevocably and without restriction released to the public upon the issuance of a patent, would 
satisfy the deposit requirement made herein. 

If the deposit is not made under the Budapest Treaty, then in order to certify that the deposit 
meets the criteria set forth in 37 CFR 1 .801-1 .809, applicants may provide assurance of compliance by an 
affidavit or declaration, or by a statement by an attorney of record over his or her signature and 
registration number, showing that 
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(a) during the pendency of this application, access to the invention will be afforded to the 
Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon granting of 
the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 5 years 
after the last request or for the effective life of the patent, whichever is longer; and, 

(d) a test of the viability of the biological material at the time of deposit (see 37 
CFR 1.807); and, 

(e) the deposit will be replaced if it should ever become inviable. 

Since the specification does not disclose what pML is nor describe its biological properties, one skilled in 
the art clearly would not know how to use the claimed vector containing portions of pML Similarly, the 
claim is indefinite because it does not define what pML or a pML vector sequence is. 

Claims 10-^and 14 are rejected under 35 U.S.C. § 112, first and second paragraphs, as the 
claimed invention is not described in such full, clear, concise and exact terms as to enable any person 
skilled in the art to make and use the same, and/or for failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the invention. 
^(^Xa) ^Claim 10 is indefinite and confusing in its recitation of "293 cells". Literally, this means 293 cells, 
not a cell line designated "293". 

It is believed that "293" designates a cell line. This cell line is not defined or described in the 
specification. There is also no indication that the cell line is publicly available. Given these shortcomings 
of the specification, one skilled in the art would not be able to make and use the claimed methods, cell 
lines, and animals without undue experimentation. This aspect of the rejection under § 1 12, first 
paragraph, could be overcome by evidence that the cell line is publicly available and that those skilled in 
the art would know how to use it. 
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M * Furthermore, claim 12 is rejected under § 1 12, first paragraph, because the specification does not 
adequately teach how to use the claimed animal. The specification does no, disclose the phenotype o, 

a foreign gene in an animal is unpredictable, particularly given me fact that the daim encompasses any 
anima. species and any gene. Without knowing the phenotype ofthe infected animal, , would require 
undue experimentation for one skilled in the art to determine how to use it. 

Claims ,-,7are rejected under 35 U.S.C. , ,12, second paragraph, as being indefinite for failing 
to parody point ou , and distinctly daim the subject matter wiich applicant regards as the invention. 
Specifically: 

^ C,aim5land, ° are »n«ngandund^^ 

product(s)". 

^ ^Claim , is indefinite and confusing because the spatial relationship of the vector elements is 
ambiguous. For example, the splice acceptor and donor s«e is downstream of the promoter. I, could 
before b«be,ween,hepromo,erand,he cloning site, be^een ,e doning site and the polyadenylafion 
sequence, or downstream of the portion of the adenovirus-5 genome. 

^ Claim1isi " d ^«^ecause,he> rt ionof m eadeno™s-5genome"isno.specified 
replication and packaging elements, not a separate DNA sequence. 

)M Claires indefinite in its recitafion of "adenorfrus nucleotide sequence from 2800-5776- I, is no, 

identical for different viral isolates. 

\ ^laim 7 is indefinite because a plasmid can not literally comprise a map. 
/Claim 7 is grammatically incorrect in its recitation of "Figures 1(a) or 1(b)". 
Y ^Claim 8 is indefinite in its recitation of "substantially shown". 
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Clai m 9is,ndeW,ei„ tere . tatlonoraseparate , 

inSertta *'«^ m in S e rt io„si,e 5f „ ro(herDNA . clear how a cDNA 

(bjft^ Sha " ^ entit ' ed t0 a patent un,e ss 

^ Claim 12ls rejected under 35 U S C S iowm • 

======== 

' 61 a '" " ' S «* any differences would be the result o, ■ 

wherein such variants would have been obvious over the prior art Th fh m| nor variation, 
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Claims 1-l7arerejected U nder35USC 6l 03a «h ■ 

°~ »-.c — — LZ..7 

-^.t:r~" 

— .nrr:; *— . 

KWenbaumetal a ,so disCo SB t , yAd5se <™«V similar t0 those ^ 

te,,„ d udi„ g29 3 (entlredocument ^°>~,„ S eve ra ice,l 

^p romoterproducesa , gMevelof Keata9e —™ e murineimmediateearty 

^ disclosureteachest at J' ,9ene ~ i "~-ce ll saa bte1 , R , 1 , The 

^^^C^Z , ' ,,,,t • ,,,t - , •---- 
~ hh Jir y 96n ' ° neSki,,edin,heart —ee n mo , a(ed 

n ft a t e achcomponentwouldcon( . ue(ofuncijonintekn ^ 
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and expected manner. Thesr^ w 

Noo,a, misallowed . ^ Sk "" n "' eartatthe »™.he in „e„ U on W as m ade. 



Br "ce Campell 
July 1, 199 7 
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